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Hitachi Aloka Medical, Ltd.
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510(k) Summary of Safety and Effectiveness in accordance with
21 CFR Part 807, Subpart E, Section 807.92,

21 CFR 807.92. Subsection a
1. Submitter’s Information

Hitachi Aloka Medical, L.td.
10 Fairfield Boulevard
Wallingford, CT 06492-5903

Contact:
Angela Van Arsdale
RA/QA Manager

Telephone: (203) 269-5088 Ext: 346

Fax Number: (203) 269-6075

Prate Prepared: December 18, 20143

2. Device / Common / Classification Name / Classification / Product Code:

Device Proprietary Name — Arictta70 / AricttaS70/ Ariena V70 Diagnostic Ultrasound System

Common name - Diagnostic Ultrasound System and Transducers

Classification name - System, Imaging, Pulsed Doppler. Ubtrasonic

Classification: Class I

Product Code:  90-1YN §92.1550 Ultrusonic Pulsed Imaging System
90-1Y Q) 892.1560 Ultrasonic Pulsed FEche Imaging System
90-1TX 892,1570 Diagnostic Ultrasound Transducer

3. Legally Marketed Predicate Device(s)

Hitachi HI VISION Ascendus Diagnostic Ultrasound Scanner [K 110673}
Hitachi Prosound F75 Diagnostic Ultrasound Scanner [K 123828}

4. Device Description:

An ultrasound diagnostic system with the following features:

Ultrasound transducer(s) — to gencrate the transmitted ultrasound energy and detect the reflected echoes

o

o Ultrasound transducer accessories (standard and optional) - 1o maxtmize functional usage of transducer(s)
in various modes of operation

o A compuler system - o control the transducer and analvze the signals resulting from the reflected echoes

o A video monitor with optional image recorder - 1o display the computed image or derived Doppler data

3. Indication tor Use:

The Mitachi Aloka Medical, Lid, Arietta70/ AriettaS70 /AriettaV 70 is intended for use by trained personnel (doctor,
sonographer. ete.} for the diagnostic ultrasound evaluation of Abdominal. Cardiac. Intra-operative, Fetal. Pediatric.
Small Organ. Peripheral vessel. Biopsy. Trans-rectal, Trans-vaginal. Musculoskeletal, Neonatal Cephalic, Adult
Cephalie, Endoscopy, [ntra-luminal, Gynecology. Urology and Laparoscopic clinieal applications.

The Modes of Operation are B mode. M mode. PW mode (Pulsed Wave Doppler). CW mode {Continuous Wave
Doppier)., Color Doppler. Amplitude Doppler (Color Flow Angiography), TDI (Tissue Doppler Imaglnn) iD

Imaging. 4D Imaging, Real Time Tissuc Elastography. and Real Time Virtual Sonography.

510(K} Premarket Notification — Arietta 70 / Arietta S70 / Arietta V70
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Hitachi Aloka Medical, Ltd.

6. Comparison to predicate device:

The Hitachi Aloka Medical, Lid. Arictta70 /7 AricttaS70 / AnettaV 70 Diagnostic Ultrasound deviee is technically comparable .
and substantially equivalent to the HI VISION Ascendus Diagnostic Ultrasound Scanner [K 110673 ] und Hitachi Prosound
F75 Diagnostic Ultrasound Scanner |K123828]. The subject and predicate systems are track 3 systems that incorporate the
same fundamental and scientific technologies. Both the subject and predicate device systems have the same intended use/

indications for use.

Subject Predicates
Hitachi Aloka
Medical, Lid, Hi Vision

Arietta 7(r%/

Ascendus

Prosound F73

Arietta S70%/ K110673 K 123828
Function Arietia V70*
Color FFlow X X X
TDI (Tissue Doppler Imagmg) X X X
Trapezoid X X X
Measurement function X X X
Dual Doppler X X X
Marking: assist display X X NA
Real-time Doppler Auto Trace X X X
Spatial Compound X X X
FAM (Free Angular M-mode): X X X
HE REZ/ AP X X X
EycballEF X X NA
DSD {Dynamic Slow motion Display) X NA
CHI/ CHE X X7 X
EFV (Extended Field of View) » X X
Stress Echo X X X
DICOM X X X
DICOM SR X X X
DICOM QR X X
Real-time Tissue Elastography N X
RVS (Real-time Virtual Sonography) x X NA
Picture in Picture X X NA
I‘reehand 31> by X X
Real-time 3D X X X
b sTIC X X X
Automated IMT measurement X X X
Automated NT measurement X NA X
LT (eTracking/ echo Tracking) X NA X
FMD (Flow Mediated Dilatation) X NA X
WI {Wave Intensily) X NA X

*The Hitachi Arietta 70 / Ariefta S70/ Arietta V70 are cxactly the same with the exception of ditferent color outer shell.

510(K) Premarket Notification - Arietta 70 / Arietta $70 / Arietta V70
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Hitachi Aloka Medical, Ltd.

K 174016
e

21 CFR Part 807.92, Scction b

1. Non-clinical Testing

No new hazards were identified with the subject device. The subject device and its transducers have been evaluated
for acoustic outpul. biocompatibility. cleaning & disinfection elfectiveness. cleciromagnetic compatibility. as well
as electrical and mechanical safety. and have heen tound to contorm to applicable medical device safety standards.

I

. Clinical testing:

None required

3. Conclusions:

The Hitachi Aloka Medical. Ltd. Arictia7{/ AricttaS70/ AricttaV 70 Diagnostic Ultrasound scanner is sﬁhslantial]y
cquivalent in safety and effectiveness to the predicate device; '

The subject and predicate device(s) are both indicated for diagnostic ultrasound imaging and {luid flow
analysis.

The subject and predicate deviee(s) have the same gray scale and Doppler capabilities.

The subject and predicate device(s) have the same essential technology for imaging, Doppler functions. and
signal processing.

The subject and predicate deviee(s) have acoustic level below the Track 3 FDA Timits.

The subject and predicate device(s) are manufactured in accordance to FDA 21 CFR 820 Quality System
Regulations.

The subject and predicate device(s) are designed and manufactured to the same electrical and physical
safety standards.

The subject and predicate device(s) are manufactured with materials that have been tested in accordance to
IS0 10993-1: all biocompatibility testing huas been conducted in accordance te cach component material
characierization, type of body contact. and duration contact risk profilc.

The subject and predicate device(s) are designed 10 be re-usable and provide instructions for cleaning.
disinfection. and sterilization in the Ultrasound svstem and transducer manuals.

END OF SUMMARY

510(K) Premarket Notification - Arietta 70 / Arietta $S70 / Arietta V70 Page 5
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Faod and Drug Administration
10903 New Hampshire Avenue
Document Cantrol Center - WO66-G609
Silver Spring, MD 20993-0002

March 28, 2014
Hitachi Aloka Medical, Ltd. (Hitachi Aloka Medical America)
% Ms. Angela Van Arsdale
RA/QA Manager
10 Fairfield Blvd.
WALLINGFORD CT 06492-7502

Re: K134016
Trade/Device Name: Arietta70 / AriettaS70 / AriettaV70 Diagnostic Ultrasound Scanner
Regulation Number: 21 CFR §92.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, 1YO, ITX
Dated: January 24, 2014
Received: January 29, 2014

Deal: Ms. Van Arsdale:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Arietta 70/Arietta S70/Arietta V70 Diagnostic Ultrasound Scanner, as described in
your premarket notification: :

Transducer Model Number

C251 C41vl C41v
CC4iR R41R Ca2T

L64 S12 vC34
vVC41V C41L47RP UST-2265-2
UST-5293-5 UST-52126 Ca4l

C42 C35 ca2z2p

C25P C4iRP C42K

L34 L441 L55

L46K 531 S31KP

VL54 , UST-2266-5 UST-5418



Page 2—Ms. Van Arsdale

If your device is classified (see above} into either class 11 (Special Controls) or class 111 (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act), 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
htip://www.ida.gov/MedicalDevices/Resourcesfor You/Industry/default.him.  Also, please note
the regulation entitled, “Misbranding by reference to premarket notification™ (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
http:rwww. fda.gcoviMedical Devices/Satety/ReponaProblem/default.htm for the CDRH’s Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
htip//www.fda.cov/MedicaiDevices/ResourcesforY ou/Industrv/default.htm.

Sincerely yours,

foni )

Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

for

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120

Food and Drug Admiristration Expiration Date: January 31, 2017
indications for Use See PRA Statement on last page.
510(k} Number (i known)
K134016
Device Name

Hitachi Arietta70/AriettaS70/AriettaV70 Ultrasound Diagnostic System

Indications for Use {Dascribe)
The Hitachi Aloka Medical, Ltd. Arietta70/ AriettaS70 /AriettaV70 is intended for use by trained personnel (doctor, sonographer, etc.)

for the diagnostic ultrasound evaluation of Abdominal, Cardizc, Intra-operative, Fetal, Pediatric, Small Organ, Peripheral vessel,
Biopsy, Trans-rectal, Trans-vaginel, Musculoskeletal, Neonatal Cephalic, Adult Cephalic, Endoscopy, Intra-luminal,

Gynecology, Urology and Laparoscopic clinical applications.

The Modes of Operation are B mode, M mode, PW mode (Pulsed Wave Doppler), CW mode (Continuous Wave Doppler), Celor
Doppler, Amplitude Doppler (Color Flow Angiography), TDI (Tissue Doppler Imaging), 3D Imaging, 4D Imaging, Real Time Tissue

Elastography, and Real Time Virtual Sonography.

Type of Use (Selfect one or both, as applicable)
[ Prescription Use (Part 21 CFR 801 Subpart D} ] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

e
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Concurrence of Center for Devices and Radiological Health (CORH) (Signature)

W».};)

Page 1 0of 2 PUC Publisting erviecs (W 413470 EF

FORM FDA 3831 (114)



This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of informaticn. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Cffice of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information uniess it displays a curmently valld OMB number.”

FORM FDA 3881 (1114) Page 2 of 2



Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUNDINDICATIONS FOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta 870 / Arietta V70
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Qpemtion
General Specific B M PWD | CWD Color Combined® Other**
{Track { only} (Trcksi & 1Y Doppler (Spec.} {Spec.)
Ophthalmic Cphthalmic
Fetal P P P P P P P
Feal Imaging  |Abdominal Pa Pa Pa Pa Pa Pa Pa
& Other Inlrn-operative (Spec.) Ph Pb Ph Ph Ph Ph
Inira-operative (Neuro ) P 4 P P P r P
| Laparoscopic P P P P P P
Pediatne P p P P [ I p
Small Organ [Spec ) Pl rg Pd id rd I il
Nepnata) Cephatic P P P P P P P
Adull Cephalic P d P - P I I* P
‘Irans-recial P’h Ph Ph ’h *h I’h
Trans-vaginal Pr Pl Pr Py Pr Pr
Trans-urcthral
Trans-¢sopl. (non-Card.) r P P P P P
Musculo-skel. (Convent.) i P p P P P
Musculo-skel. (Superlic. P P p P P P
lotra-luminal
Other (spec.)
Cardiac Adult P p P P P P P
Carding Cardiac Pediotric p p P [ [ [ P
Trans-¢sophageal (card.} p 4 P P P p [
Other (spec.)
Peripheral Peripheral vessel P P P P P P P
Vessel Other (spec.) P P P P P P

N = new indication. P = previously cleared in K 123828 and K130308

*Combination of each operating mode, B, M, PWD, CWD and Color Dappler.

**Amplitude Doppler (Color Flow Angiography), Tissue Deppler kmaging. 3D Imaging, 4D Imaging, Real Time Tissue Elastography, Real Time
Virual Sonography

i m
Subscript "a™
Subscript "b™:

Subscript “¢™:
Subscript ~d”.
Subscnp e
Subscript 1"
Subscript "g”
Subsceipt “h”

nis:

Includes imaging for guidance of percutancous biopsy of abdominal organs and structures (including amniocentesis)
Includes imaging of organs and struclures exposed during surgery

{excluding ncurosurgery and laparoscopic proacedures)

Includes thyroid, parathyroid. breast, scrotum, and pems

Includes thyroid, parathyroid. breast. scrotem, penis. and imaging for guidance of biopsy

Includes imaging tor guidance of trans-rectal biopsy

Includes imaging For guidance ol Imns-vagmal bropsy.

lFor pediatrie patients

Includes imaging lor guidance of Irns-rectal biopsy,

Prescription Use Onb: (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINULE ON ANOTHER PAGL IF NEEDED)

Concuirence of CDRIT. Ollice of In Pitra Diagnosiics and Radiological Health (OTR)

(Division Sign-OEf)
Division of Radiological | lealth
Office of In Vitro THagnostics and Radiolegical Health

S10(k
(k) Page 2 of 32

510(K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes




Hitachi Aloka Medical, Ltd,

DIAGNOSTIC UL TRASOUNDINDICATIONS FOR USEFORM

Device Name: Flitachi Arietva 7007 Arictia 870 7 Aricita V70
Transdueer; 23] :

Intended user Diagnostic ultrasound imaging or fuid Oow anabysis of the human body as tollews:

Chimical Application Muode of Qperation
Ceneral Specilic i3 M PV OWD Color Combined* Other**
(Track 1 onlyd (Tracks 1 & [Ih Doppler 1Spec) (Spee.)
(phibalnie Ophthalme
Feiul I P & P i B
Fetal lmagimg [ Abdommal I’ [ 1% I'a g 1A
& ther Ingra-opernn e (Spec )
Intra-aperalive (Nguro b
Lapaoseopic
Pedunric I P 2 I B I
Small Organ {Spe,) P 1’¢) d 2d 1% Pd

Neonatal Cephalic

Aduli Cephishe

Trans-recta)

Teans-vaginal

" 'euns-urethral

Teins-esoph, (nan-Card.)

Musculo-skel (Convent.}

Musculo-skel (Superfic }

latsa-fuminal

Ohher (s )

Cardiae Adult

Cardsie Cardiae Pediatne

| rns-esophipenl {casd 3

Othier (spec)

Peripheral PPeriphersl vessel

Veasel Other (spee)

N = pew mdivation P = previously cloned m K110673
*Cormshinativn of vach operating made, 1, M PWD, and Calor Dappler

e+ Amplitude Doppler (Color Flow Angioprigshy §, Tissue Doppler Imagieg. 31 tmaging, Real Time Virual Sonography

Additinu Connments;

Subseript "u”: Includes imaging lor guidimee of percutizneows hapsy of alklommat organs and stractures {sncluhng amniocentess)
Subscript "b”: Includes imaging of orpans and struetures axposed during suzgeny
{exchuding neurosurgeny and Tgaroscopic provedures)
Subseript "¢™ Includes theroid, parathyrond, breast, serouwm. and penis,
Subseripn "d”: Ingluctes thyroid, panathysend. breast, sceotum, pens, and 1msging Tor guidanee of biopsy.
Subwseript e Ineludes imaging for gusdinee o) trans-rectil biopsy
Subsenpt "I Includes imaging for gudance ol rans-vagmal blopsy
Subsenpt g For pedetriv pasticnts
Subsenipt "h™ Ineludes muging for gusdanee ol trans-reclal biopsy

Prescryion Use Ealy (Per 21 CFR 801 109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE I NEEDED)

Concurrence ol CLRIT. Office of In Fiire Biagnastics and Radialogical Thealth (O1K)

(Division Sign-011)
Division of Radiological Health
Orfice uf fn Vitro Divgnostics and Radiological Health
3k,

Page 30132

510(K) Premarket Notification - Arietta 70 Ultrasound IYiagnostic System and Probes
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Hitachi Aloka Medical, Ltd.

Device Name: Hitachi Arietta 70 / Ariclla 8§70/ Arietla V70
C4ivt

Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USLEFORM

Intended use: Diagnostic ultrasound imaging or Muid Now analysis of the human body as follows:

Clinical Application

Mode of Cperation

General
{Track | only)

Specilic
{Tracks 1 & 1)

B

M

PWD

WD

Color
Dappler

Combined®
(Spee)

Other**
(Spec.)

Ophthalmic

|Ophihalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operalive {Spec.)

ﬂm-opcm_tivc {Newro.)

Laparoscapic

Pediatric

Small Orpan (Spec.)

Nconatal Cephalic

Adult Cephalic

Trans-reclal

Pe

Pe

Pe

Pe

Pe

Pe

Trans-vaginel

PC

Pr

P{

Pl

P

Pr

Trans-urcthral

Trans-csoph. {non-Card.}

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

[ntra-luminal

Other (spoc.)

Cardiac

[Cardioc Adult

Cardiac_Pediatric

Trans-csophageal (card.)

Other (spec.)

Peripheral
Vessed

Peripheral vessel

Other {spec.) Gynecological

P

I'i

N = new indication P = previously cleared n K13030%
*Combination of each operating mode, B. M. PW ), and Color Doppler
*« Amplisude Deppler (Color Flow Angiography}, 3D Imaging. Real Time Tissue Elasiography, Rea) Time Virtual Sonopraphy

Subscopt 2"
Subscript "b™:

Subscript “¢™:
Subscript“d”.
Subscript“e™
Subscript “{™:
Subscript “g™:
Subscript “h™

Includes thyroid, parathyroid, breast, scrotur, penis. und imaging for guidance of bivpsy,
Includes imaging for guidance of rans-rectal biopsy

Includes imaging for guidance ol trans-vaginal biopsy

For pediatric patienis

Includes imaging for guidance of trans-reclal biopsy.
Prescription Use Only (Per 21 CFR 801.109)

Includes imaging for guidance of percutancous biopsy of abdominal organs and structures (mchuding amnincentesis).
Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures)

Includes thyroid, parathyroid. breust, serotum, and penis

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Toncurrence ol CDRH. Olfice of 77 Piro Diagnostics and Radiological Tcalth (OTR)

(Division Sign-Off)

Rivision of Radiological Health

Office of fa Vitro Diagnoslics and Radiological Health

510(k}

Page 4 ol 32

510(K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USEFORM

Duevice Name: Hitachi Arictta 70 /7 Arietta S70 / Arictia V70

‘Fransducer:

C4lv

intended use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicalion Maode of Operation

General
(Track | only)

Specific B M PWID | CWD Color Combined*® Other**
{Tracks | & (1) Doppler (Spec.) (Spec.)

Ophthalmic

|Cphthalmic

i'otal Imaging
& Other

[Fetal P P ¢ P P 3

Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparascopic

Pediatric

Small Organ (Spec.)

[Neonawl Cephalic

Adult Cephalic

Trans-rectal Pe Pe e Pe Pe P

Trans-vaginal Pf Pl Pl Pr Pl Py

Trans-urcthral

Trans-esoph, {(non-Card. }

IMusculo-skel. (Convent.)

|usculo-skel. tSuperiic.)

{intra-luminal

IOthcr {spec.

Lardie

Curdiae Adult

Cardiac Pediatric

Trans-csophageal {card.)

Cther (spec.)

Penpheral
Vessel

Peripheral vessel
Other (spec.) Gynecological P P P [ P P

N = new indication, P = previously cleared in K1 30308
*Combination of each aperating mode, B, M, PWD, and Color Doppler.
*+ Amplitude Doppler {Color Flow Angiography). 3D Imaging. Real Time Tissue Elastography, Real Time Virtual Senography

Subscript "a™:
Subscript "b™:

Subscript “¢”
Subscript “d™:
Subscript "¢
Subscript 1"

Subscript “g”.
Subscript "W

Includes imaging for puidance of percutancous biopsy of abdominal organs and structures {including amniocentesis).
Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparascopic procedures).

Includes thyroid, parathyroid, breast, scrotum. and penis,

Includes thyroid, parathyroid, breast, scrotum. penis. und imaging for guidance of biopsy,

Inchudes imaging for guidance of trans-recul biapsy

includes maging for guidance ol trans-vaginal biopsy

For pediatric patients

Inctudes imaging for guidance of trans-recial hiopsy

Prescription Use Only (Per 21 CFR 804,109}

(PLEASE DO NOT WRITE BELOW THI$ LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence o] CORHA. Ollice ol 7n Fire Diagnostics and Radiological Health (OIR)

(Division Sign-O1h
Division of Radielagical Health
Office ol fn Virre Diagnostics und Radiological Health
510k}
Page 50132
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOUND INDICATIONS FOR USEFORM

Device Name: Hitachi Arictta 70 / Ariella S70 / Arietia V70
Transducer:  CC41R
Intended use: Diagnostic ultrasound imaging or Muid Now analysis of the human body as follows:

Climeal Apphication Mode of Operation
Creneral Specilic n M PWD | CWD Calor Combined* (ther**
{Track 1 only) (Tracks V& 1) Doppler (Spex.) {Sprc )
Ophthaimi Cphthalmic
JFetal P P [ p P tl

Fetal Imaging  JAbdominal

& QOther Fintra-nperative {Spec.)

[Imra-gm‘.:live {Neuro.)

Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic
Adult Cephalic
Trans-rectal Pe Pc Pe Pe Pe Pe
Trans-vaginal P{ Pf P pf P Pr
‘Trans-urethral
Truns-¢soph. (nan-Card.)
Musculo-skel. {Convenl.)
Musculo-skel. (Superfic.)
Imra-buminal
Other {spec.)
[Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal {card.)
(Other (spec.)
Peripheral Perigheral vessel

Vessel Other {spec.)

N = new indicution. P = previously cleared in K110673
*Combination of each operating mode, B. M, PW1), and Color Duoppler.
**amplitude Noppler (Color Flow Angiography), 31 Imaging. Real Time Tissue Elastogmphy, Real Time Vinual Sonography

Subscript “a™ Includes imaging Tor guidance of percutuncous bopsy of abdomnat ergans am sireetures (ncluding ammiocentesis)
Subscript b includes imaging of organs and structures exposcd durtng surgery
{excluding neurosurgery and laparescopic procedures).
Subscrpt "¢ Includes thyroid, parathyroid, breast, serotum, and pems.
Subscript “d™: Includes thyroid. parathyroid, breast. scrotum, penis, and imaging for guidance of biopsy.
Subscript e Includes imaging for guidance of rans-rectal biopsy
Subseript "1™ Includes imaging for guidance of tans-vaginad biopsy.

Subscript g™ For pediatric patients
Subscript “h™: Includes imaging for guidance of uns-rectal biopsy.

Prescription Use Only {Per 21 CFR 801,109}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Office of Tn Pirre Diagnostics and Radiological Health {OIR)

. {Division Sign-Oft)
Division ol Radiological Health
Office af /n !'itre Diagnostics and Radiological Health

Sk
Pape 6 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOUND INDICATIONS FOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta S70 /7 Arietta V70
Transducer: R4IR
Intended use: Diagnostic ultrasound imaging or Nuid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Genernl Specific B M PWD | CWD Color Combined® Ciher®
{Track I only) (Tracks 1 & 111} Doppler (Spec.) {Spec.)
Ophthalmic JOphthalmic
Fetal
Fetal Imaging  fAbdominal
& Other Intra-operative (Spex )

Intra-operative (Neuns )
Laparoscopie

IRSURTY

Small Qrpan (Spac.)
Neonatal Cephabic
Adult Cephalic
Trans-reclal |? I I’ r P i
Trans-vapinat
Trans-urgthral
Trans-esoph. (non-Card }
Musculo-skel. (Convent,)
Musculo-skel. (Superfic.}
Intra-luminal
IOlher {spec.)
ICardiac Adul
Candiac Cardiac Pediatric
Trans-¢sophapeal (card.}
JOnher (spex.)

Peripherul Peripheral vessel
Vessel Other (spec.}
N = new indication. P = previously cleared in K130308

*Combination of each operating mode, B, M. PWD, and Colar Doppler,
**Amplitude Doppler (Color Flow Angiography), 30 Imaging. Real Timng Tissue Clastography

Additional Commenis.

Subscript "a™; Includes imaging for guidance of percutancous biopsy of abdominal organs and structures {including amniocentesis).
Subscript "b™: Includes imaging of organs and stnclures exposed during surgery
{excluding neurosurgery and taparascopic procedures).
Subscript "¢ Inchdes thyroid, parathyroid, breast. scrotum, and penis.
Subscrip *d™ Includes thyroid, parathyroid, breast, serotum, penis, and wnaging for guidance of biapsy.
Suhscript “e™ Includes imaging for guidance of trons-rectal bopsy
Subseripn Includes imaging for guidance of trans-vaginal hiopsy
Subscnpr g™ For pediatric patiems
Subscnpt “h” Includes imaging for guidance of trins-rectal binpsy.

Prescriphian Use Only tPer 21 CER SB1L 1Y)

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence ol CDRE. Oflice of /i I'irro Diagnostics and Radiological Health (OIR)

{Division Sign-Of1)
Division of Radiological Health
Qflfice of /nt Vitro Diagnastics and Radiological Health

S10(K)
Pupe T ol 32

510(K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes Page 8



Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASQUND INDICATIONSFOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta S70 / Arietta V70

Transducer:

c42T

Intended use: Diagnostic ultrasound imaging or Nuid Mow analysis of the human body as follows:

Llinical Application Made of Operation

CGenerul
{Track 1 only)

Speaitic B M WD | CWD Color Combined® (Other**
(Iracks 1 & 1) Doppler {Spec.) {Spec.)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal
Abdominal )
Intra-opertive (Spec.) p P P P [ [
Intra-opertive {Neuro.)
|Laparoscopic

Pediatric

Small Organ {Spec.)
Neanatal Cephalic

Adult Cephalic
‘Trans-rectal
Trans-vaginal

[ Trans-urethm)
‘Urans-¢soph. (non-Card. )
Musculo-skel, (Convent.)
IM_uscqu-skel. {Superfic.)
Intra-luminal

[01hcr (spec.)

Cardinc

ICardiac Adult

|cardiec _Pediatic
[¥rans-esophagenl (card.)
|01hcr {spec.)

Peripheral
Yessel

Periphetal vessel
Other {spec.)

N = new indication. P = previously cleared in K 110673
*Combination of each operating mode, B, M, PWI. and Colur Dappler
*s Amplitude Doppler (Colar Flow Angiography). 3 Imaging. Real Time Tissue Elastography, Real Time Virtual Sonegraphy

Atlditiongl Commenis;

Subscripy "a”:
Subscript *b":

Subscript “¢™
Subscript “d™:
Subscript "¢
Subscript “f™:
Subscript g™
Subscript “h™

Includes imuging for guidunce of percutuneous hiapsy of abdominal organs and structures (including amniocentesis).
Includes imaging of argans and structures cxposed during surgery
{excluding ncurosurgery and laparoscopic procedures).
Includes thyroid, parathyroid., breast, scrotum, and penis.,
Includes thyroid, parathyroid, breast. scrotum, penis, and imaging for guidance of biopsy.
Includes imaging for guidance of trans-rectal biopsy
Includes imeging for guidance of 1mns-vaginal biopsy.
For pedintric patients
Includes imaging for guidance of trans-rectal biopsy.

Prescriprion Use Only (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Oitice of /i Tiire Diagnastics and Radiological Health {OTR)

{Division Sign-O1f)
Division of Radiolegical Health
Office of fn Vitro Diagnostics and Radiological 11ealth

51k)
Page ¥ of 32

510(K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes Page 9



Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOUNDINDICATIONS FOR USEFORM

Device Name: Hitachi Arietia 70 / Arietta S70 / Arietta V70

Transducer:

Lé4

intended use: Diagnostic ultrasound imaging or Nuid NMow analysis of the human body as follows:

Clinical Application Moxle of Operation

General
{Truek | onlvy

Specific i} [¥] MW | CwWo Color Combined* Other**
(Tracks 1 & 1IN} Doppler (Spec.) (Spec.)

Ophthalmic

QOphihalmic

Fetal Imaging
& (iher

Fetal
Abdominal Pa Pa Pa I'a Pa Pa
Inira-opcrative (Spoc.)
Imra-operauve {Neuro ) .
|.aparoscopiv s
Pediatric ) P P p P [ P
Small Orpan {Spec.) 'd Pd Pd Pd Pd Pd
Nconatal Cephalic
Aduh Cephalic
 Traos-rectal
Trans-vaginal
Trans-urethm)
Trans-esoph. {non-Card.)
Musculo-skel, (Convent.) | P P P P P
Musculo-skel. (Superlic.) P | P P P P
[ntra-luminal
Other {spex.}

Curdue

Cardiac Adull
Cardiae Pediatric
Trans-csophageal (card.)
Other (spec.)

Peripheral
Vessel

Peripheral vessel [ [i4 P P p p
Other (spec. )

N = new indication. = previously clearcd in K130308
*Combination of each operating mode, B, M, PWD, and Color Dappler.
** Amplitude Doppler {Cotor Flow Angiogmphy). Real Time Tissuc Elastography

o Comments:

Subscript "™
Subsenipl "b™:

Subseript ™
Suhsenpt ~
Subsenpt ™
Subseript
Subscript
Subscript

w = a -

Includes imaging (or guidunce of percutineons hopsy of abdommnal organs and struciures (including amniocentesis).
Includes imaging of organs and structures exposed during surgery

{excludina newrosurgery and laparuscanic provedures).

Inciudes thyrosd. parmthyrosd, breast, sceotum, and penis

fneludes thyroid, parathyrond, becast, serotum. pemis. and smaging for puidance of buopsy

Includes imaging for guidance of trans-rectal bopsy

Includes imaging lor purdunce of trans-vapmat bopsy

For pediatric patwents

Includes imaging lor guidance ol irans-recial blopsy.

Prescription Use Only (Per 21 CFR 801 109}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Toncurrence of CDRH. Office of /n VPiira Diagnostics and Radiojogical Healih (OTR)

(Division Sign-Of1)
Division ol Radiological Ilealth
Office of {» Firo Diagnostics and Radiological Health

510(k)
Page 9 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USLI:FORM

Device Name: Hilachi Arietta 70 / Arietta S70 7/ Arietta V70
Transducer:  §12
Intended use;  Diagnostic ultrasound imaging or Nuid flow analysis ol the human body as lollows:
Clinical Application Muode of Operation
General Specilic B M | PWD |CWD Colar Comnbined® Other**

(Track | only) {Tracks | & NI} Doppler {Spec.) (Spec.)
Ophthalmic QOphthalmic
Fou P
Fewnl tmaging  fAbdominal P P P P i P P

& Other Intra-operative (Spec.)
Intra-operative (Neuro.)
|.aparescopic
Pedintric P I P [ P P P
Small Organ (Spec.)
[Neonalal Cephalic
Aduly Cephalic P P P P 1! [ P
‘Trans-rectal
Trang-vaginal
| Trang-urathral
‘Trans-csaph. (non-Card )
Musuhi-skel. (Convenl)
Musculo-skel. (Superlic.)
Intra-luminal
Other (spec.)
[Cardiae Adult P P P v P P P
Cardiac Cardiac Pediatric [ P P P P P P
Trans-esophagea) {(card.}
JOther (spec.)

Peripheral  |Peripherat vessel P P P P P P P

Vessel Cther (spec.)

N = new indication. P = previously cleared in K110673

»Combination of cach operating mode, B, M, PWD, CWD and Color Dappler.
** amplitude Doppler (Color Flow Angiography). Tissue Doppler imaging. 3D Imaging. 41 Imaging. Real Time Tissue Elastography

-
-
-
=
=
=

Additional Commens:
Subscript "n”: Includes imaging for guidance of percutaneous biopsy of abdominal organs and struclures {including amniocentesis ).
Subscript "h™ Includes imaging of organs and struciures exposed during surgery

{ex¢luding nevrosurgery and laparoscopic procedures).

Subscripr “¢™: Includes thyroid. perathyroid. breast, scrotum. and penis.

Subseript “d™: Includes thyroid, parathyroid, breast, scrotum. penis. and imaging for guidance of hlop&\
Subscript "¢ Includes imaging for guidance of trans-rectal biopsy

Subscript “I*": Includes imaging lor guidance of trans-vaginal biopsy.

Subscript g™ For pediatric paticnis

Subscript “h™ Includes imaging for guidance of trans-rectal hiopsy,

Prescription Use Only (Per 21 CFR 304.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANQTHER PAGE 1F NEEDED)
Toncurrence of CDRH. OTIee of 1 Viiro Diagnostics and Radiological Health (OTR)

{Division Sign-0fh
Division of Radiological Health
Oftfice of /n Firro Diagnostics and Radiological Health

510¢k)
Pape L0 0f 32

510(K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes . Page 11



Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUNDINDICATIONS FOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta 870/ Arietta V70
Transducer: V(34
Intended use:  Diagnostic ulirasound imaging or fluid Now analysis of the human body as lollows:

Clinical Application Mode of Operation
General Specilic 0 M PWD | CWD Color Combined* Other**
(Track | only) {Tracks | & [1} Deppler (Spec.) (Spee)
Ophihalmic Ophthalmic
Felal p P Ju p P P
Fetal tmaging | Abdominal P I p p p P

& Other Intra-operlive (Spec.)
Intrn-operative (Nearo }
Laporoscopic

Pediatric P P i | I P
Small Organ (Spec.) P P ju P P P
Neonatal Cephalic

Adull Cephalic
Trans-rectal
Trons-vaginal
Trans-urcthsal
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luming)

Other (spec.)

Cardizc Adull

Cardiac Cardiac_Pediatric
Trans-csophageul (eard.)
Cther {spec.)
Peripheral Peripheral vessel
Vessel Other {spee ) Gvnecological P [ p

N = new indication. P = previously cleared i K 110673
*Combination ol cach operating made. B, M. PWD, and Celor Doppler.
*+ Amplitude Doppler (Calor Flow Angiography), Tissuc Doppier Imaging. 3D Imaging. 4D imaging

Subscript "a™: Includes imaging for guidance of percutaneous hiopsy of abdominal argans and structures (including amniaceniesis).
Subscript "b™ Includes imaging of organs and sinictures exposed during surgery :
(excluding neurosurgery and inparascopic procedures).
Subscript “¢™: Includes thyraid, parathyroid. breast. scrotum. and penis.
Subscript *d™; In¢ludes thyroid, parathyroid, breast, scrowm. penis, and imaging for guidance of’ biopsy.
Subscopt “e™: Includes imaging for guidance of trans-rectal biopsy
Subscript 1™ Includes imaging for guidance of tmns-vaginal biopsy.
Subscript “g™ Far pediatric patients
Subscript “h"™. Includes imaging for guidance of trans-rectal biopsy.

Prescription (se Only (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW TS LINE-CONTINUE ON ANOTHLER PAGE IFF NEEDED)
Concurrence of CDRH. Oifice of In Fitra Diagnostics and Radiological Health (OQiR)

(Division Sign-0fM
Division ol Radiclogical Health
Office of /n 1'iro Diagnostics and Radiological Health

510(k)
Pape 1) of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOUND INDICATIONS FOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta $70 7 Arietia V70
Transducer:  VC41V
Intended use: Diagnostic ultrasound imaging or Nuid flow analysis ol the human body as lollows:

Clinical Application Mode of Opcration

General Specific [t} M WD CWD Color Combined®
(Track 1 unly) (Tracks [ & 11]) 1Joppler (Spec

(nher**
{Spec.)

Ophthalmic 1Ophthaimic

IFcual P P P P P

Fewl Imaging  |Abdominal

& Other  [tnira-operive (Spec.)

Itntra-operative (Newro.)

[Lagaroscopic

Pedialric

Small Organ (Spec. )

Neonata) Cephalic

Adult Cephalic

Trans-rectal

Trans-vuginal P i i " I

Trans-vrethral

Trans-esoph. {non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. {Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adull

Cardiac Cardiac Pedialric

Trans-esophageal (card.)

Other {spec.)

Periphernl [Peripherml vessel

Vessel Other {spec.) Gynecological P P P P - P

N = pew indication. P = previously cleared in K123828
*Combination of each operating imode, B, M, PWI). and Color Doppler.
*samplitude Doppler (Color Flow Angiography), 412 Imaging.

Additional Comments:
Subscript "a” Includes muging Tor guidance ol perculuncous bopsy of abdeminal vrgans and structures {(mcluding amniocentesis).
Subscript "b” Includes imoging ol organs and stricturcs exposed during surpery

{excluding neurosurgeny and laparescopie procedures).

Subscript "¢ Includes thyeond, parathyrand, breast, scrotum, and penss

Subscript “d” Inchudes thyroud, parathvroid, breast, scrotum. penis. and imaging for guidance of biopsy.
Subscript “¢™. Inctudes imaging for guidance of trans-rectal biopsy

Subscript I Includes imaging for guidance of trans-vaginal biopsy.

Subscript "g”: For pediatric paticnts
Subscript “h"™ Includes imaging for guidance of 1rans-rectal biopsy.
Prescription Use Only (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Toncurrence of CDRHA, OlTice of 7n {'iire Diagnostics and Radiological Health (DTR)

(Division Sign-0OtT)
Division of Radiological Health
Ofice ol in Vitre Diagnostics and Radiological i1ealth
510(k)

Page 12 of 32

510(K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes
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Hitachi Aloka Medical, Ltd.

Device Name;
Transducer:

Hitachi Arietta 70 / Arietta 870 / Arietta V70
C41L47RP

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USEFORM

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{I'rack | only}

Combined*®
(Spec.)

Other®*
(Spec. )

PWD | CWD Color

Doppler

Specific B M
(fracks | & HII)

Ophthalmic

{Ophthatmic

Fetal Imaging
& Oiher

Ietal

Abdominal

Intra-operative (Spev.)

Inira-operative (Neuro )

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Aduh Cephalic

Trans-rectal Ph Ph Ph Ph Ph Ph

Trans-vaginal

Trans-urethral

I Trans-esoph. (non-Card.}

Musculo-skel. (Convent. }
Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)

Cardiac

Curdiac Adult

Cardige Pediatric

I'rans-esophageal {card.)

Cther {spec.)

Peripheral
Vessel

Peripheral vessel

Other (spec.)

N = new indication. P = previously cleared in K110673
*Combination of each opemting mode. B, M, PWD. and Color Doppler.
*+ aAmplitude Doppler (Color Flow Angiography), 3D Imaging. Real Time Tissus Elastography. Real Time Virtual Sonography

Additionp! Comments:

Subscript "a™:
Subscript “b":

Subscript '¢™"
Subscripy “d™:
Subseript e
SubscripL 1™
Subseript g
Subseript “h™

Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures {including amniocentesis).
Includes imaging of organs and structurcs exposcd during surgery
(excluding neurosurpery and laparoscepic procedures).
Includes thyroid, parathyroid, breast, scrotum, and penis.
Includes thyroid, parathyroid. breast, scrotum, penis, and imaging for guidance of biopsy.
Includes imaging tor guidance of trans-reetal biopsy
Includes imaging for gurdance of trans-vaginal biopsy
For pediatne patients
Includes Imuging for gusdanve of trans-rectul bopsy.

Prescription Use Only (Per 21 CFR 80119}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUL ON ANOTHER PAGLE 18 NLEDID)

Concurrence of CDRH, Oflice of /0 Tiro Diagnostics and Radiological Health (1K)

(Division Sign-Qff)
Division of Radiclogical Health
Office of /u Vitre Diagnostics and Radiological Health
510(k)

Page 13 of 32

510(K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASQUNDINDICATIONS FOR USEFORM

Device Name: Hitachi Arictta 70 7 Arictta 870/ Arictia V70
Transducer:  UST-2265-2
[ntended use: Diagnostic ultrasound imaging or Nuid low analysis of the human body as follows;

Chinical Application Made of Operation
General Speaific 1] M PWD | WD Color Combined* Other**
{Track | only) (Tracks [ & 1) Doppler (Spec.) (Spec)
Ophthalmic |Ophthalmic
Fetnl

Fetal Imaging  |Abdominal

& Other Intra-opertive (Spec.}
Intra-operative (Newro.)
Laparoscopic
Pediatric
Small Orpan (Spec.}
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trons-vaginal
Teans-urcthal
T'ratis-¢soph {non-Card. )
Musculo-skel {Convent.)
Musculo-skel. (Superfic)
Intra-tuminal
Other {spec.)
Cardiac Adult P
Cardioc Cardiac Pediatric
"|'rans-esophageal {card.)
IOther (spex.)

Peripheral  [Puripheral vessel

Vassel Other (spee.)

N = new indication P = previously cleared in K123R28
*Combinauon of cich aperating mode, B. M. BWI. CW D and Colar Doppler
*+* Amphitude Doppler (Color Flow Angiography), Tissue Dupplet Invaging, 31 Imaging. 41 Imaging. Real Time Tissue Elosiography

itional Commens:
Suhscript “a”: Includes imaging for guidance of percutancous biopsy of abdomin! organs and structures (including amnincentests).
Subscript "b* Includes imaging of argans and structuses exposed during surgery

(excluding neurosurgery and laparoscapic procedures).
Subscript "™ Includes thyroid. parathyroid, breast, scrolum, and penis,
Subscript *d™ Includes thyroid, parathyreid, breasl, scrotum, penis, and imaging for puidance of biopsy.

Subscript "¢ Includes imaging for guidance of trans-rectal biopsy
Subscript “1™: Includcs imaging for guidance of trans-vaginal biopsy.
Subseript “g™ For pediatric patients

Subscript "h™ Includes imaging for guidance of trans-recial biopsy.

Prescription Lise Only (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW TS LINE-CONTINUL: ON ANOTHER PAGE IF NEEDLED)

Concurrence of CORIL, Uflice of T Titro Diagnostics and Rudmluglcél Health (OIR)

{Division Sign-010 .
Division of Radiological 1lealth
O1Tice of In Vitro Diagnostics and Radiclogical Health

510(k)
Page 140l 32

510{K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes Page 15



Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUNDINDICATIONS FOR USEFORM

Device Name: Hitachi Arietta 70 / Arictta $70 /7 Aricua V70

‘T'ransducer:

UST-5293-5

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: |

Clinical Application Mode of Operation

General
{Track | only)

Specilic B M W | CWD Color
(tracks | & N} Doppler

Combined*
(Spec.)

Other**
(Spec )

QOphthalmic

Ophihalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative {Spec.}

[nte-opemiive {Neuro )

lLaparuscopis

Pediatr
LBGEL

Smull Organ (Spec.)
Nconatal Cephalic

Adull Cephalic

Trons-rectal
Trans-vaginal

Trans-urcthral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculg-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult 4 I I 4 P

Cardise Pediatric

| Trans-csophagcal {card.) P P P P p

(Rher (spec.)

Peripheral
Vessel

Periphernl vessel

JOrher (spec)

N = new indication, P = previously cleared in K 123828
*Combination of cach operating mode, B. M. PW1. CWD and Color Doppler.
**amplitude Doppler (Color Flow Angiography), Tissue Deppler Imaging

Subscript "a™:
Subscript "b™:

Subscript “¢”
Subseript #d”
Subserip e
Subserpn 1
Subscnpl "p”
Subscript “h”

Includes imaging for guidance of percutancous biopsy of abdominal ergans and structures (including amniocentesis)

Includes imaging of argans and structures ¢xposed duning surgery

{excluding neurasurgery and laparoscopic procedures)

Includes thyroid. parathyroid. breasl. scrotum, and penis

Includes thyroid, parathyroid, breast, scratum. pems, and imaging for gusdance of biopsy.
Includes imaging for guidance of trns-rectal bopsy

Includes imaging for puidance of trans-vaginal hiopsy

For pediatnic panienis

Includes maging tor guidance ol trans-rectal bopsy

Prescripian Use Only (Per 21 CER 81109

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of /n Viire Diagnostics and Radiological Health (GIR)

(Division Sign-Of)
Division of Radiological Vealth .
Office of /n ¥itre Diagnostics and Radiological Health

S10¢k)

Page 1501 32

510(K) Premarket Notification ~ Arietta 70 Ultrasound Diagnostic System and Probes

Page 16



Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOUND INDICATIONS FOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta 570/ Arietta V70

Transducer:

LIST-52126

Intended use: Diagnestic ultrasound imaging or Duid flow analysis of the human body as lollows:

Clinical Application

Moade of Operation

General
{Track | only)

Spuecific
{Tracks [ & (th

B

M

WD

cwD

Color
Doppler

Combined*
(Spec.)

Others
(Spee)

Ophthalmic

Ophthalmie

Fewal Imaging
& Other

Fetal

Abdominal

Inirn-operative {Spec.)

Intra-operative {Neuro.)

1Laparascopic

Pediatric

Small Organ (Spec.}

Neonatat Cephalie

Adult Cephalic

Trans-recial

Trans-vapinal .

Trans-urcthral

Trans-gsoph (non-Cund.)

Evtuseuli=shel {(Convent )

Musculu-skel. {Superlic )

Inra-luminal

Other {spec.)

Cardiac

Cardine Adult
Cardiac Pedialric

Trans-esophageal {card.)

Other {spec.}

Peripheral
Vessel

Peripheral vessel
Other {spec.)

N = new indication. P = previously cleared in K 123828

*Combination of cach operating mode, 8. M. PWD, CWD and Color Dappler.

** Amplitude Doppler {Color Flow Angiography). Tissue Doppler Imaging

Additional Commenls:

Subscript "™
Subseript "h":

Subseript "¢
Subscript "d”:
Subseripl "™
Subscript ™
Subscript“g™:
Subscript “h™:

Inctudes imaging for guidance of percutancous biopsy of abdominal organs and structures (including amniocentesis).

Includes imaging of orpans und struclures exposcd during surgery

{excluding neurosurgery and [aparoscopic procodures).
Includes thyraid. parathyroid. breast. scroatum, and peis.

Includes thyroid, parathyroid. breast, scrotum, penis, and imaging for guidance of biopsy
Includes imaging for guidance of trans-rectal hiopsy
Includes imaging for gurdance of tuns-vagmal biopsy.

For pediatric patients

includes imaging for guidance of trans-rectat biopsy.
Prescriptian Use Only (Per 21 CFR 8011091

{(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINULE ON ANOTHER PAGE |F NEEDED)

Toncurrence of CDRIT, Othice of /i Tirro Diagnostics and Radiological Tlealth {(OIR)

{Division Sign-01%)
Division of Radiolugical Hualth

Office of In ¥itre Diagnostics and Radiological lealth

510(K)

Page 16 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOQOUND INDICATIONS FORUISEFORM

Device Name: Hitachi Arietta 70 / Arietta §S70 /7 Arietta V70

Transducer:

CH

Intended use: Diagnostic ultrasound imaging or fluid Now analysis of the human body as follows:

Clinical Appheation

Made of Operatian

General
(Track 1 only)

Specilic
(Tracks 1 & 11)

[t} M

PWnD

CwD

Color
Doppler

Combined*
{Spec )

Other**
{Spec )

Ophthalmic

Ophthalmic

Fetal Iinaging
& Other

Feul

Ahdominal

Pa

Pa

Pa

Pa

inlru-operutive (Spec.)

Po

Intra-operative (Neuro }

Laparoscopic

Pediatric

Small Orpan (Spee.)

Pd

Pd

Pd

Pd

Pd

Pd

Neonatal Cephalic

Adult Cephalie

Trans-recial

Trans-vaginal

[ Trans-urcthral

Trans-csoph. {non-Card )

Musculo-sket. {Convent.)

| Musculo-skel. {Superfic.)

Intra-Juminal

Qther {spe<.)

Cardiac

Cardiac Adult

Cardise Pediatric

Trans-esophapenl (cand.)

Other (spec.}

Peripheral
Vessel

Peripheral vessel
iOlhcr [spex }

N = pew indwation P = previously cleared in K130308

*Comtination of each operating mode, 13, M. PW and Calor Doppler '

** Ampluude Doppler (Coler Flow Angiography ). Real Time Tissue Elastography

Additiongl Comments:

Subscript 2™
Subscript "b™:

Subscript “c™:
Subscripl “d™;
Subscript “e™
Subseript ™
Subscript “g"
Subscript “h™;

includes imaging for gundance ol percutaneous inpsy of abdonning organs and strctures {including amnigcentesis),

Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Includes thyroid, parathyroid, breast, scrotum, and penis.

Includes thyroid. parathyroid, breast, scrotum, penis. and imaging for guidance of biopsy.
Includes imaging for puidance of trans-rectat biopsy
Includes imaging for puidance of trans-vaginal biopsy.

For-pediatric patients

Includes imaging for guidence of trans-rectat biopsy.
Prescription Uise Only (Per 24 CHR 801109

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTIHLER PAGE IF NEEDED)
Concurrence ol CTIRFT, Oilice of 77 1 iro Diagnostics and Radiological TTealth (IR}

{Division Sign-OtT}
Division of Radiological Health

Office of /n Vitro Diagnostics and Radiological Health
510(k)
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Hitachi Aloka Medical, Ltd.

Device Name:
T'ransducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FORUSEFORM

Hitachi Arietta 70 / Arictia S70/ Ariectta V70
C42

Imtended use: Diagnostic ulirasound imaging or Nuid (low analysis of the human body as follows:

Clinical Application

Muode of Operation

Cieneral
{Track | only)

Specific
(Tracks | & W)

8

M

"D

YD

Calor
Doppler

Combined®
{Spev )

{ihert®
tSpec )

Ophihalmic

Ophthalmic

Faal Imaging
& Other

Fetal

Ahdominal

Pa

I'a

I'a

P

Pa

Pa

Intra-opemative {Spec.)

Ph

Pb

Pb

Ph

Ph

Pb

Intra-uperative (Newro.)

Laparoscopic

Pediatric

Small Orpan (Spec )

Pd

Pd

Pd

Pd

Pd

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-esoph. (non-Card )

Musculo-skel. [Convent. )

IMusculo-sI:cl. {Supertic.}

lva-uminal

Other (spec.)

Cardiac

Cardiac Adull

Cardiac Pediatric

Trans-esophogeal {card.)

Qther (spec.)

Peripheral
Vessel

Peripheral vessel
QOther {spec.)

N = new indicotion. P = previously cleared in K1 30308
*Cambination of cach opersting mode. B. M. PWD and Cuolor Duppler
s+ Amplitwde Doppler (Color Flow Angiography), 30 imaging. Rea! Time Tisue LElastography, Real Time Vinual Sonography

Additional Cemmenis

Suhscript "a”
Subscript “b”

Subsenipt “¢”.
Subscript “d™:
Subscript "™
Subseript ™
Subscript g™
Subscript *h™

Includes imaging for puidance of percutancaus bapsy of abdominal organs and structures { ncluding ammiocenicsis).

Includes imaging of argans $nd structures exposed dunng surgen

(exeluding neurnsurgeny and Japaroscopic procedures)
Includes thyroid, parathyrow, bresst, scrotum, and penis.

Includes thyeoid, parathytod, breast, serom, penis, und imaging for guidance of biopsy.
ncludes imaging for guidanee of trans-recial biopsy

Includes imaging for guidance of trons-vaginal biopsy.

For pediatric patients

Includes imaging lor guidance of trans-rectal biopsy.
Prescription Use Only (Per 21 CFR 8(1.109)

(PLLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NELDED)

Concurrence of CORHA, Oflice of I Pitro Diagnostics and Radiological Health {OIR)

{Division Sign-01h)

- Division of Radiclogical Health

Oflice of /1 Vitre Diagnostics and Radiological Health
510(k)

Page |8 of 32
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Hitachi Aloka Medical, Ltd.

Device Name: Hitachi Arietta 70 / Arietta S70 /7 Arictta V70
C3s

I'ransducer:

DIAGNOSTIC ULTRASOQOUNDINDICATIONS FOR USEFORM

intended use: Diagnostic ultrasound imaging or {luid flow analysis of the human body as follows:

Clinical Application

Made of Operation

General
{Track tonly)

Specilic
(Tracks 1 & M)

B

M

PWD

WD

Color
Doppler

Combined*
(Spec.}

Oihert
{Spec.}

Ophthalmic

Ophthalmic

Fetal Imaging
& Ohher

Fela)

Abdominal

Intra-operutive (Spec.)

Intra-opertive (Neuro.)

1.aparpscopic

Pediainge

Small Qrean (Spec.)

[N

Pe

P

Neonatal Cephalic

Adult Cephalic

T rans-rectal

Trans-vaginal

Trang-urcthral

Trans-esoph, (non-Card.)

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-Juminal

Other (spec.)

Cordiac

Cardiac Adult

Cardiac Pediatric

' ans-¢sophogeal (card.)

Other (spec.)

Peripheral
Vessel

Peripheral vessel
Other {spec.)

N = new indication. P = previously cleared in K110673
*Combination of each operating mode, B, M. PWD, CWD and Color Doppler.
s amplitude Doppler {Color Flow Angiography). Tissuc Doppler Imaging. 30 Imaging. 4D Imaging. Real Time Tissuc Elastography

i Com
Subseript "a”™:
Subscript "h™:

Subscript "¢
Subscript “d™
Subscript ¢”
Subsenpt i
Subsenpt "
Subsenpt "

Includes imaging for guidance of percutancous biopsy of abdominal organs and siructures {including amniocentesis).
Includes imaging of organs and struciures exposed during surgery

{excluding neurosurgery and laparoscopic procodures)
{ncludes thyroid, parathyroid. breas, scrotum, and penss.

Includes thyroid. parathyroid, breast, scrotum. penis. and imaging for guidance of biopsy.
Includes imaging for guidance of trans-recial biopsy
Inciudes imaging for guidance of trans-vagmal bopsy

Ior pediatnic parents

tncludes imaging for gutdance of trans-rectal biopsy.
Prescruption Uise Cnly (Per 21 CFR 8(H. 119y

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE iF NEEDED)

Coneurrence ol CDRIT. OTice of In Tiro Diagnostics and Radiological TTealth (O1R)

(Divistan Sign-Or)
Division of Radiclogical Health
Office of in Vitro Diagnostics and Radiological Health

510(k)

Page 190032
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USEFORM

Device Name: Hitachi Aricnta 70 / Arietta S70 / Arictta V70

Transducer;

c2zp
Inended wse: iagnostic ultirasound imaging or Huid Now analysis of the human body as follows:

Clinwal Apphication

Muode off Operation

Cieneral
(Truck 1 only)

Spevilic
CFracks 1 & 1)

B

M

PWIy

CWD

Color
Dapphet

Combined*
{Spec.)

(ther**
{8pet )

Ophthalmic

Ophthalinic

Fetal tmaging
& Other

Fetal

p

Abdominal

Pa

Pa

[ntra-operative {Spec.)

Intra-operative (Mewro.)

Laparoscapic

Pediatric

Small Organ (Spee.}

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vagingl

Trans-urcthral

‘Trans-gsoph. (non-Card.}

Muscubieskel, {(Convent.)

Musculp-skel (Superfic.)

Intra-luminal

Other (spec.)

Cardizac

Cardiac Adull

Cardiac Pedintric

Trons-csophapeal {card.)

Othes (spec.)

Peripheral
Vessel

Peripheral vessel
Other (spec.)

N = new indication, P = previously cleared in K110673
*Combination ol cach operating made, B. M. PWD, and Color Doppler.

s Amplitude Doppler (Color Flow Angiography), 3D Imaging. Real Time Virual Sonography

Additional Commenis:
Subscripl "a™

Subscript "b*:

Subscrpt "¢™
Subseript “d™
Subscript "¢
Subscrpt
Subscript g™
Subscript “h™:

Includes imaging for guidance ol percutancous biopsy of abdominal organs and structurcs {including amniocentesis).

tacludes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparascopic provedures).

Includes thyroid, parathyroid, breas, scrotum. and penis.
Includes thyreid, parathyroid, breust, serotum. penis, and imaging for guidance of biopsy.

Includys imaging for guidance of trans-rectal biopsy

Includes imaging for guidunue ol trans-vaginal biopsy.

For pediatric patients

Includes tmaging for guidance of trans-recial biopsy.

Prescription Use Only (Per 21 CFR 801109}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Toncurrence of CORM, CiTice of In Tiire Diagnosties and Radiological Tlealth ((R)

(Division Sign-OfD

Division ol Radivlogical Health
Otfice of In Fitre Diagnostics and Radiological Health

510k}

Pape 20032
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASQOUND INDICATIONS FOR USEFORM

Device Name: Hitachi Arictta 70 / Arictta S70 / Arietta V70
Transducer:  C25P
Intended use: Diagnostic ultrasound imaging or fluid flow analysis ol the human body as follows:

Climcal Application Madle of Operation
General Specilic B M PWD | CWD Color Combined* Other®*
(Track | only) (Trocks (& 111} Doppler (Spec) {Spec.)
Ophthalmic Ophthalmic
Feal P P I* P I* P
Fetal tmaging  JAbdominal Pa Pa Pa Pa Pu Pa

& Other |Inlr..|-npcral:w {Spex )

Inira-operalive {Newro.)

1 ApAroscopK

Pediatoe

Small Organ (S )

Neonatat Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

 Trans-urcthral

Trans-¢soph. {non-Card.)

JMusculo-skel. (Convenn.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adull

Cardiac Cardiac Pediatric

Trans-csophageal {card.)

Other {3pec.)

Penpheral Peripherul vessel

Vessel Other (spec.)

N = new indication. PP = previously cleared m K110673
*Combinution of each operating maode, B, M, PWE, UW 1) and Color Doppler.
e+ Amplitude Doppler {Color Flow Angiography), 3D Imaging. Reat Time Virtual Sonography

jtionat Comments:

Subscript "a™: tncludes imaging for goidance of percutancous biopsy of abdominul organs and structures {including amniecentesis)
Subscript "b™: Inciudes imaging of orpans and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).
Subscript "¢ includes thyroid. parathyroid. breast, scratum. and penis.
Subscript *d™ includes thyroid, parathyroid, breast, scrotum, penis, and imaging for guidance of biopsy.
Subscript “e'™: Includes imaging lor guidance of 1rans-rectal biopsy

Subscript 7. {ncludes imaging lor guidance of trans-vaginal biopsy.
Subseript g™ For pediatric patients

Subscript “h™ Includes imaging lor guidance of trans-rectal biopsy
Prescripiion Uise Only (Per 21 CFR S0, 1119)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence ol CDRIT, OlTice of In Pirro Diagnostics and Radiological [Tcalth (OIR)

{Division Sign-0Of1)
Division of Rudiological Health
Oflice of fn Vitro Diagnostics and Radiclogical Health
510(k)

Page 21 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUNDINDICATIONS FOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta §70 / Arictta V70

Transducer:  C41RP

Intended use; Diagnostic ultrasound imaging or fluid flow analysis ol the human body as follows:

Clinical Application Maodce of Operation
General Speeific B M FWD | CWD Color Combined® Ohers*
{Track | onlv) (Tracks 1 & 111} Doppler (Spec.) (Spec.)
Ophihalmig Ophthalmic
Fetal
Fetal Imaging  JAbdominal
& Other Intra-operative (Spec.)
Intra-operative {Neuro.)
Eparoscopic
Pediatric
Smull Orpan (Spec.)
Neonatal Cephalic
Adult Cephalic
Trans-rectol
Trgns-vagingl e (3 3 e I’e Pe
Trans-urcthral 4] Pt Pr Bf Pl P’
Trans-exoph (non-Card )
Muscubo-skel, (Convenl.)
Muscubo-skel. {Superfic.)
Inra-luminal
Other (spec.)
Cardiac_Adult
Cardiac Cardiac_Pediatric
Trans-esophageal {(cord.)
Other (spee.)
Peripheral Peripheral vessel
Vessel Other (spec.)
N = ncw indication. P = previously cleared in K123828
*Combination of coch operating mode, B, M, PWD. CWD and Color Doppler.
*+Amplitude Doppler {Color Flow Angiography), Tissue Doppler Imaging, 313 [mugmng, 413 Imaging. Reol Time Tissue Elasiography
Subscript "a™ In¢ludes imngiﬁg for puidance of percutancous biopsy i abdominal organs and structures {including AMRIGCCNLCSIS ).
Subsernpt "B Includes imaging of organs and structures expased during surgery
texcluding neurosurgery and laparascopic procedures)
Subsernpte™ Includes thyroid, parathyroid, breast, serotwm, und penis
Subseript "d™ Includes thyro, paruthyroid. brenst. scrotum, penis, and imuging for guidance of biopsy
Subsenpl ve” Includes imuaging for guidance of truns-rectul bopsy
Subseript *1™: Includes imaging for gurdance of trans-vaginal opsy.
Subscripl "g™ For pediatric paticals
Subsscript *h™ Includes imaging for guidunce of trans-rectal hiopsy.
Prescription Use Only (Per 21 CFR 801.109)
(PLEASYE DO NOT WRITE BELOW TTHIS LINE-CONTINUL: ON ANOTHER PAGLE 11F NLLEDED)
Concurrence ol CORH. OTfice of 7ir Fitro Diagnostics and Radiofogical TTealth {OTR)
({Division Sign-O1T}
Division of Radiological Health
Office of /n Vitro Diagnostics and Radiolegical Health
510¢k)
Pape 22 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOUNDINDICATIONS FOR USEFORM

Device Name: Hitachi Aricetta 70 / Arictta 870/ Aricuia V70
Transducer:  C42K
Intended use: Diagnostic ultrasound imaging or (luid Now analysis of the human body as Tollows:

Clinical Apphcation Mode of Operation

General Specific [} M PWD | CWD Color Combined® (nhert*
{Track I only) (Tracks 1 & [I) . Doppler (Spec.} {Spec)

Ophthalmic Ophthalmic

Felal

Fetal Imaging | Abdominal

& Other Intra-operative (Spec.) Pb b b Pb Ph I'b

Intra-operative (Neuro,)

Laparoscopic

Pediatric

Smail Organ {Spec.) 1] Id P Pd Pd Prd

Neonatal Cephalic [ P P P P P

Aduh Cephalic

Trans-rectal

Trang-vaginal

Trans-urcthral

Trans-csoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel, (Superfic.)

Ninica-luminal

lOlhcr (spec.)

[Cardiac Adult

Cardiac [Cardine Pediarric

Trans-csophageal {card )

Other {(spex.)

Penipheral Perigheral vessel

Vessel Other (spex

N = new indication, P = previously cleared in K1O30R
*Combination of cach aperatng mode, B. M. PWD und Color Dappler.
** Amplitude Doppler (Color Flow Angiography)

Additional Comments:
Subscript *a“: Includes imaging for guidance of perculaneous biopsy of abdominal ergans and structures {including amniocentesis).
Subscript "b": Includes imaging of organs and structures expesed during surgery

(exciuding ncurosurgery and laparascopic procedures).

Subscript “¢™ Includes thyroid, parathyroid, breast, scrotum, ond penis.

Subscript “d™ Includes thyroid. parathyroid. brenst. scrotum, penis, and imaging for guidance of biopsy.
Subscript “e™ Includes imaging for puidance of trens-recwal hiopsy

Subscript “£™: Includes imaging for guidance of trans-vaginal biopsy.

Subscript*g™  For pediatric patients

Subscript "h™ Includvs imnging for guidance ol trans-rectal hiopsy.

Prescription Use Only (Per 21 CFR 801.109)

{(PLEASL DO NOT WRITLE BELOW THIS LINE-CONTINUE ON ANOTHER PAGL IF NEEDED)
Cuncurrence of CDRIT, Ofice of /v Pirro Diagnosiics and Radiofogical TTealth {O1R)

(ivision Sign-Oih)
Division of Rudiotogical Health
Olfice of In Ulrro Diagnostics and Radiclogical 1lealth

510(k)
- Puge 23 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOUND INDICATIONS FOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta S70 / Arietta V70
Transducer: L34 :
Intended use: Diagnostic ultrasound imaging or fuid Now analysis of the human body as follows:

Clinical Application Mode ol Qperation

CGeneral Specific B M WD | CWD Color Combined®
{Track 1 onky) {Trucks | & NI Ixppler {Spec.)

Chher*®
{Spee.)

Ophihalmic Cphthalmic

Fetal

Feta) Imaging [ Abdominal I*3 a I’z Pa Pa. Pa

& Other Inira-uperative (Spoc.}

Intra-apentive (Neurn,)

| aparoscopic

Pediatric p P P P p P

Small Organ (Spec.) Pd Pd Pd I*d Pd Pd

I’d

Neonawt Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-esoph. {non-Card.)

Musculo-skel, {Convent,) P P P P P |

Musculo-skel. (Superfic.)

Intra-lumninal

Other {spey.)

Cardiac Adult

Casdiac Cardiac Pediatric

Trans-csophageal (card.)

Other (spec.)

Peripheral Peripheral vessel P p P P P B

Vessel Other {spec.)

N = new indication. P = previously cleared in K130308
*Combination of cach operating mode. B, M. PWD. CWD and Color Doppler.
** Amplitude Doppler (Color Flow Angiography}, 30 Imuging. Real Time Tissue Elastography, Real Time Viriuat Sonography

MQI'EEIHH‘I]E s
Suhscript "a™: Inchides imaging for euidance of percutancons biopsy of abdominal organs and structures (mehwling amniocemesisy
Subscript “h" Inctudes imaging of organs and stmictures exposed dunng surgery

{excludmg neurosurpen and lapazoscopic proveduresi

Subseript "™ Includes thyveaid, parathyraid, breast, seretum, and penis
Subseript “d” tcludes thyrord. parathyroid. breast. scrotum, pems, and maging lor puidance of biepsy,
Subsenpt "¢ Includes magmg for gudance o wrans-rectal biopsy

Subscnpt . In¢ludes imaging for gwdance of tmns-vaginal biopsy
Subscripl "g™ For pediatric patients

Subseript “h™ Includes imaging for guidance of truns-recta} biopsy.
Prescription Use Onily (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE (F NEEDED)

TConcurrence of CDRA, Office of In T'iire Ihagnostics and Radiological Health (O1R)

{Division Sign-0O1h
Division of Radivlogical Health
OfTice of In Virro 1iagnostics and Radiological Health
510(k)

Page 24 of 32

510{K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes

Page 25



Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USEFORM

Device Name: litachi Arietta 70 / Arietta §70 / Arietia V70
Transducer:  L441
Imended use:  Diagnostic ultrasound imaging or Nuid Now analysis of the human body as follows:

Clinical Application Modc of Operation

General Specilic ] M PWID | CWD Color
(Track 1 only) {Tracks | & 11} Doppler

Combined*
{Spec.)

Other**
(Spec.)

Ophthalmic Ophthalmic

Fetal

Fetad imaging  JAbdominai

& Other Intra-operalive {Spve.)

Intra-operative {Neuro.)

|.aparoscopic

Podiatrig

Small Organ {Spwe ) M4 Pd Pd Pa Pd

M

Pd

Neomtal Cephahc

Adult Cephalic

‘Trans-rectal

Trans-vapinal

Trans-ur¢thral

‘I'rans-esoph. (nan-Card. )

Musculo-skel. {(Convent.) I*d Pd Pd d Pd

"d

i

Musculo-skel, (Superfic.)

Intra-luminal

Other (spec)

Cardiac Adul

Cardiac Cardiac Pediatric

Trans-¢sophogeal (card.)

Other (spec.)

Perspheral Peripheral vessel Pd P ] Pd Pd

I'd

1’d

Vessel Other (spec.)

N = new indication. P = previously cleared in K123828
*Combination of ¢ach cperling mode, B, M, PWD. CWD and Coler Doppler

**Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging, 30 Imuging, Real Time Tissue Elasiography. Real Time Virtual Sonography

Subscript "a": Includes imaging lor guidance of percutaneous biopsy of ebdominul orguns and structures {including amniocentesis).

Subscript "b™: Includcs imaging of organs and stracturcs exposed during surgery
{excluding nevrosurgery and laparoscopic procedurcs).
Subseript “¢™: Includes thyroid. parathyroid, breast, seretum, and penis

Subscript “d™. Includes thyroid. parathyroid, breast. scrotum. penis. and nnaging lor guidance of biopsy.
Subscript “¢” Includes imaging for guidance of tns-rectal hiopsy

Subscript =™: Ineludes imaging for gukdance of irns-vaginal bopsy.

Subscnipt “g” For pediatric putients

Subseript *h” Includes imaging Tor guidinee of granssrectal hopsy.

Frescriphon Use Only (Per 21 CFR 801109

(PLEASL DO NOT WRITE BELOW THIS LINE-CONTINUL ON ANOTIER PAGL IF NEEDED)

Concurrence of CDRIT, CHTice of 7 T itre Diagnostics and Radielogical Health (V1K)

(Division Sign-OfT)
Division of Radiological Health
Qffice of In Virre Diagnostics and Radiological tlealth
SHHK)

Page 25 0f 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUNDINDICATIONS FOR USE F'ORM

Device Name: Hitachi Aricita 70 7 Arictia S70 / Arictta V70
Transducer:  1.55 :
Intended use: Diagnostic ulirasound imaging or 1luid Now analysis ol the human bady as follows:

Clinieal Applicatwon Made of Operation
General Specific B M PWD | CWD Color Combined® Other®*
(Track | only) {Tracks 1 & It} Doppler (Spe ) {Spec.)
Ophthalmic JOphthalmic
Felal
Fetal Imaging  JAbdominal Pa 'y Pa a Pu Pa Pa
& Other Intru-operative (Spec.)
Intra-operative (Neuro.}
Laparoscopic
Pediatric ] P P P P p P P !
Small Organ (Spec.) Pd Pd Pd Pd I’d Pd d
Neonatal Cephalic
Adult Cephnlic
Trans-recial
Trans-vagina)
Trans-urethsal
Trans-esoph. (non-Card.)
Musculo-skel. {Convent.) P 3 P I P P I
Musculo-skel. {Superlic.) i P P P P p p
intra-luminal
(hher {spec.)
ICardie Adult
Cardiac JCardiac Pedimric
ITmns-csophagcaI (card.)
IOlhcr (spec.)}
“Peripheral  |Peripheral vesse] P P r P P r P
Vessel lOl.hcr (spec.)

N = new indication, P = previously cleared in K 130308
*Combination of each operating mosde, 8, M. PW1), CWID. and Caler Doppler.
**Amplitude Doppler (Color Flow Angiography),31> Imaging. Real Time Tissue Elastography. Real Time Virual Sonography.

Additional Comments;

Subscript "a™ Includes imaging for guidance of percutaneous biopsy of abdominal argans and siructures (including amniocentesis).

Subscript "b™: Includes imaging of organs and structures exposcd during surgery
texcluding neurosurpery and laparoscopic procedures).

Subscript “¢™ Includes thyroid, parathyroid, breast. scrotum. and penis.

Subscript *d™ Includcs thyroid, parathyroid, breast, scrolum, penis. and imaging for guidance ol biapsy.
Subscnpl ¢’ Includes imaging lor guidance ol iImns-recial biopsy

Subscript I Includes imaging lor guidance of trans-vaginal biopsy

Subscript “g™: For pediatric patients

Subscnpt “h™: Includes imoging for puidance of tmns-rectal biopsy.

Prescripiion Use Only (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGFE IF NEEDED

~Toncurrence ol CIIRHL, Oltice of In Fitro iagnostes and Radielogical Tealth {OIR)

{Division Sign-0I1)
Division of Radiological Health
Oflice of tn Viro Diagnostics and Radiological Hicalth
5100K)___

Page 26 of 32
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Hitachi Aloka Medical, Ltd,

DIAGNOSTIC ULTRASOUND INDICATIONS FOR UISEFORM

Device Name: Hitachi Arictia 70 / Arictta $70 / Arictia V70
Transducer:  L46K
Intended use: Diagnostic ultrasound imaging or fluid {low analysis of the human body as lollows:

Clinical Applicanion Mode af Operation
General Specific B M PWD  { CWD Color Combined® Other**
{Track 1 only) (Tracks | & 1H) Doppler {Spec.y {Spec.)
Ophihalmic {Ophthalimic
Feual
Fetal tmaging  EAbdominal
& Other Intra-operitive (Spec.) Pb Ph Ph Ph Ph Ph
Intra-pperative (Newro )
Laparoscopic
Pediatric

Small Orpan (Spec.}

Neonatal Cephalic

Aduli Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-esoph. (nen-Card.}

Musculo-skel. (Convent. )

Musculo-skel. (Superfic.)

Intea-luminal

Other (spec.)

Cardiac Adult

Cardinc Cardiac Pediatric

Trans-csophageal (card.)

Other (spee.)

Peripheral Peripherul vessel

Vessel Other {spec.)

N = new mdication. P = previously cleared m K 123828
*Combination of cach operating mode, B, M. PWD, CWD and Color Doppler
** Amplitude Doppler (Color Flony Angregraphy), 313 Imaging, Real Time Virual Sonography

Adddional Commients;

Subscript “a* Includes imaging for guidance of percutaneous biopsy of abdominal organs and struclures (including amniocenlesis )
Subscript "b™ tncludes imaging of organs and structures exposed during surgen
(excluding neurasurgery ard luparoscopic procedures).
Subseript “¢™: Includes thyroid, parathyraid, breast scrotum. and pens
Subscript *d™: Includes thyraid. pamithyroid. breast. scrotum, penis, and imaging for guidance of biopsy.
Subseript “e™ Includes imaging for puidance of tmans-rectal hiopsy
Subseript “T Includes imaging for guidance of trans-vaginal biopsy.
Subscript “g™ For pediavic paticnls
Subscrpt “h™ Includes imaping for guidance of trans-recial biopsy.

Prescriprion Uise Only (Per 21 CFR 804.109)

(PLEASE DO NOT WRITE BELOW TIHIS LINE-CONTINUE ON ANOTHER PAGLE IF NCEDED)
Toncurrence of CDRIT, Ollice ol 7 Viiro Diagnostics and Radiological Flealih (OIR)

(Division Sign-017)
Division of Radiological Health
Ofiice ol {n Fitrv Diagnostics and Radiclogical Health

310(k)
Puge 27 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICULTRASOUNDINDICATIONS FORUSEFORM

Device Name: Hitachi Arietta 70 / Arietta S70 / Arietta V7(

‘Transducer:

3]

Intended use: Diagnostic ultrasound imaging or fluid Now analysis of the human body as follows:

Clinical Application Mode of Operation

Guncral
(Track Tonly)

Specilic B M PWD | CWD Color Combined*
(Tracks 1& HIy Doppler (Spec.)

Other**
{Spuee }

Ophthalmic

JOphthaimic

Fetal Imaging
& (hher

Fetal

Abduinmal P P i PP P P

P

Intra-operative (Spoc.)

Intra-operative {Neuro }

l.uparoscopic

Pediatric P B P p P I’

Small Organ (Spec.)

Neonatal Cephalic P _P P P P fr

Adult Cephalic

‘Trgns-rectal

Trans-vaginal

Trans-urethral

‘Trans-csoph (non-Card 3

Musculo=skel, (Convent.)

Muscudo-skel, (Superlic )

Intra-luminal

Other (spec.)

Cardiac

Cardize Adull I

P

<@
e
L
%

Cordige Pediairic P

Trans-csophageal {card.)

Other {spec.)

Peripheral
Vessel

Peripheral vessel

Jouher (spec.)

N = pew indication. P = previously cleared in K130308
*Combination of cach operating mode, B. M, PWD, CWD and Color Doppler.
*¢ amplitude Doppler {Color Flow Angiography). Tissuc Doppler Imaging

Hional €
Subscript "a™
Subseript “b*

Subscript ™
Subscript
Subseripl
Subseript ™
Subscript "g™
Subscript *h™:

LA~

=

Incluces imaging for guidunce of’ percutaneous biopsy of abdominal ergans and structures (including amniocentesis)
Includes imaging of organs and siruciures exposed during surgery

{excluding neurosurgery und taparuscopic procedures)

nctudes thyrarl, parathyroid. breast. serowm. and pens

Inchisles thyvioid, parathyrend, breast, serotum. pents. und mmagmg [or guidance of biopsy

Includes imaging for gudance of trans-recial mopsy

Includes imaging for pundance ol tians-vaginal hiapsy

For pediatric paticnts

Includes imaging for guidance of trans-rectal biopsy.

Prescription Use CGriv (Per 21 CFR 0] 10W)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINLUIE ON ANOTHER PAGE IF NEEDED) .

Concurrence ol CIORIT, Ofhce of /a Tifro Diagnosiics and Radiofogical TTealth (IR}

(Division Sign-0O11)
Division of Radiological Health
Office of fir Vitro Diagnostics and Radiological Health
510(k)
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FORUISEFORM

Device Name: Hitachi Arietta 70 7 Arictta S70 7 Arietta V70
Transducer:  S3IIKP
Intended use: Diagnostic ultrasound imaging or Nuid Mow analysis of the human hody as lollows:

Clinical Applicution Mude of Operation
Gieneral Specific B M rwn | CwD Calor Combined* Others*
(Track L anly) (Tracks 1 & 1II) Dappler {Spec) {Spee)
Ophthalmic Ophthalmic
Fetal
Fewal Imaging  JAbdominal
& Other Intrn-opemtive (Spec.)
Inira-operative (Neuro.) Pb Ph Pb Ph b I'h Ph
Laparoscopic
Pedialric

Small Orpan (Spec.}

Nconatal Cephalic

Adull Cephalic

‘I'rns-rectal

Trans-vaginal

Trans-urcthral

Truns-esoph. (non-Card.)

Musculo-skel. (Convent }

Musculo-skel. {Superfic. )

Intr=luininal

Other (spec.)

Cardiac Adult

Cardiae Cardiac Pediaric

‘I'rans-esophapeal (card.)

Other {spev )

Peripheral Peripherul vessel

Yessel Other (spec.)

N = new indication, P = previously cleared in K12IRIR
*CCombination of cach operating mode, B. M. PWD. CWIX and Color Doppler
*¢Amplitude Doppler (Color Flow Angiography)

Additions] Comments:

Subscript "a™: Includes imaging for guidance of percwtaneous biopsy of abdominal organs and structures {including amniocentesis).

Subscript "b™: Includes imaging of organs and siructures exposed during surgery
{excluding neurosurgery and laparoscopic procedures).
Subscript “¢™ Includes thyroid, parathyroid, breast, scrotum, and penis.

Subscript *d™: Includes thyroid. parathyroid, breast, scrotum. penis. and imaging for puidance of biopsy.
Subscript "e™ Includes imaging for guidance of trans-rectal biopsy

Subseript ™ Includes imaging for guidance of tans-vaginal biopsy.

Subscript "g": For pediatric patients

Subscript “h™ Includes imaging for guidance of irans-rectal biopsy

Prescription Use Only (Per 21 CFR 801 109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE JF NEEDED)

Concurrence ol CDRIT. OlTice of Ta Titre Diagnostics and RadioTogieal TTealih (GIK)

(Division Sign-Ot1)
Division of Radiological Health
Ofice of In Fitre Diagnostics und Radiological Health
510(k)

Page 29 ot 32

510(K) Premarket Notification - Arietta 70 Ultrasound Diagnostic System and Probes

Page 30



Hitachi Aloka Medical, Ltd.

DIAGNQOQSTICULTRASQUND INDICATIONS FOR{ISEFORM

Device Name: Hitachi Arietta 70/ Arictta S70/ Arictta V70
Transducer;  VL54
Intended use: Diagnostic ultrasound imaging or luid low analysis of the human hody as follows:
Clinical Application Made of Operation
Greneral Specilic B M WD | CWD Caolor Combined* Other**
{Track | only) (Tracks 1 & HD) Doppler (Spec) (Spec )
Cphihalmic JOphthalmx
Fetal
Fewal Imaging  §Abdominal I* p P [ P p
& Oher Intra-operative (Spec.)
Intra-operntive (Neuro.}
l.aparoscupic
[Pediatric [ P p [ [ P
Small Organ (Spec.} P Pc Pc P Pc Pc
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vuginal
Trans-urcthral
Trans-gsoph. {non-Card.)
Musculo-skel (Convent ) P p P p P P
Musculo-skel. (Superfic.) P p [ P [ [4
tnira-lummal
Chther (spex.)
1Cardiac Adult
Cardhe Icardiac Pediatric
{Trans-esophagent teard.)
Joer (spee.)
Peripheral Peripheral vessel [ P P p P P
Vessel Other {spec.)
N = new indication. P = previously cleared in K 110673
*Combinution ol each operating mode. B, M. PWD, und Color Doppler.
* Amplitude Doppler (Color Flow Angiographyl. 31 Imaging. 41 Imaging, Real Time Tissue Flastography
Jonal Comiments:
Subserpt "a”. Includes maying for gurdance of percutaneous biopsy of sbdummal organs and siructures Gncluding amniocentess)
Subscript "b” tncludes imaging ol brgans and stracitures oxposed dunng surgery
texcludig nesrosurgeny and laparoscopie procedures)
Subscript ¢ Includes thyroil, parathvrokl, breast. serotum, and penis
Subscript “d” Inchudus thyroid, parathyroid, breast, scrolum, penis, and imaging for guidance of bopsy.
Subscript e Inchudes imaging for guidance of 1mns-rectal biopsy
Subscript I Includes imaging lor guidance of rans-vaginal biopsy.
Subscript "g™: For pediatric paticnis
Subscrnipt “h™: Includes imaging for guidance of trans-nectal biopsy.
Prescription Use Only (Per 21 CFR 801. 109}
(FLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHLER PAGL IF NELEDLED)
Concurrence of CIIRH. Office of In Viiro INagnostics and Radiofogical Health (TR}
{Division Sign-011)
Division of Radiological FHealth
Office ol /n Viro Diagnostics and Radiological 1lealth
SHk)
fape J00f 32
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Hitachi Alcka Medical, Ltd.

DIAGNOSTICULTRASOUND INDICATIONSFOR USEFORM

Device Name: Hitachi Arietta 70 / Arietta $70 / Arietta V70
Transducer:  UST-2266-5
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Muode of (Operation
General Specific 4] M PWD | CWD Color Combined* Other**
{Track 1 only) (Tracks L & 11D Doppler {Spec.) (Spec.)
Ophihalmic JOphthalmic
|Feual
Fetal Imaging |Abdominal
& Other Intra-operative (Spec.)

Intra-operative (Ncuro.)

ILanaroscgpic
Pediatric

Small Orpan (Spec )

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vapmal

Trans-urcthral
s -ur

Trans-csoph. {non-Card )

IMuscuta-skel. (Convent )

[Musculo-skel. (Supertic.}

imra-luminal
|Olher {spec.)

Cardiac Adult p
Cardiac Cardiac Pediatric
Trans-esophageal {card.)

lOlher (spec.)

Peripheral Peripheral vessel P
Vessel Other (spec.)

N = new indication, P = previously cleared in K123328
*Combanation of cach opcrating mode. B. M. PWD, CW D and Color Dappler.
s Amplitude Doppler [Color Flow Angiography), Tissuc Doppler Imaging. 3D (maging, 40 Imaging. Real Tune Tissue Elastography

Additipnsl Commenis:
Subscript “a": Includes imaging for pridance of percutancous biopsy of shdominal organs and structures (including amitiocentesis)
Subscript *b™: Includes imaging of organs and structures expused during surgery
{excluding neurosurgery and laparoscopic procedures).
Subscript “¢™: Includes thyroid, parthyfoid. breast, scootum, and peis.
Subscript "d™: Includes thyroid, parmhyroid, breast, scrotum, penis, and imaging for guldanc-: of bopsy,

Subscript “e™: Includes imaging lor puidance of trans-rectal biepsy
Subseript ™ Includes imuging lof guidance of tRms-vaginal Mopsy.
Subscript “p™ For pediatric patienls

Subscript *h™ Includes imaging (or guidanee ol wrans-rectal bopsy

Prescription Use Only (Per 21 CFR BN 109}

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTIIER PAGE IF NEEDED)
Concurrence ol CDRIT, OITiee of #a Tira Diagnostics and Radiological TTealth {(O1KR)

{Division Stgn-O11)
Division ol'Radiological Health
Office of fnr Yitro Diagnoslics and Rudiological Health
510(k)
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Hitachi Aloka Medical, Ltd,

DIAGNOSTIC ULTRASOUND INIICATIONS FOR USEFORM

Deviee Name: Hitachi Arictia 70 /7 Arictta S70 / Arictta V70
Transducer:  UST-54138 ‘
Intended use: Diagnostic ultirasound imaging or Nuid Mow analysis of the human body as [oilows:

Clinical Application Mode of Operation
General Specilic B M PWD | CWD Color Combined® Other®*
(Track 1 only) {Tracks [ & (1§} oppler (Spec.) (Spec )
Ophthalmic Ophthalmic
| Fetul
Fetal Imaging | Abdominal
& Other Intra-operative {Spec. ) N N N N N N
Intru-operative (Newro.}
Laparascopic P [ P P 4 [id
Pediatric

Small Organ (Spec.)

Neonalal Cephatic

Adult Cephalic

Trans-recal

Trans-vaginal

Trans-urethral
| rans-urcil

Trans-esoph. (non-Cord.)

Musculo-skel. (Cunvent)

Musculo-skel, (Superfic.)

Intra-buminal

Dther tspee.)

Cardine_ Adull

Cardiac | Cardiae Pediatne

Trans-vsophapeal (cand )

Other (spec )

Peripheral Peripheral vessel

Vessel Other (spec. )

N = new indication. P = previously clenred in K130308
*Combination of cach operating mode, B, M, PWD, and Color Doppler.
»* Amplitude Deppler (Color Flow Angiography), 3D Imaging. Real Time Tissue Elastography

itignal C. , ~
Subseript "a™: Includes imaging for guidance of perculancous biopsy of abdominal organs and structures (including ammocenlesis )
Subscript "b™: Includes imaging of orpans and structures exposed during surgery

(excluding neurosurgery and lnparoscopic procedures).
Subscript "c™ Includes thyroid, parathyteid. breast. scrotum., and penis.
Subscript “d™ Includes thyroid, parathyroid, breust, scrotum, pemis, and imaging For guidance of biopsy.
Subscript e Includes imaging for guidance of tans-rectal hiopsy

Subscript 17, Includes imaging for guidance ol trans-vaginal hiopsy
Subscripy g™ For pediatric palients
Subscript "h™ Includes imaging lor guidance of trins-recial biopsy.

Frescription Use Onlv (Per 21 CFR 801, 109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUFE, ON ANOTHER PAGF IF NEEDED)
Toncurrence of CDRH. Qfice of I Firra Dizgnostics and Radiological Health ((HR)

(Division Sign-Of)
Division of Radivlogicul { lealth
Office of /n Vitro Diagnostics and Radiological Health

51tk
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